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plant. Oil of sassafras is about 80 per-
cent safrole. Isosafrole and
dihydrosafrole are derivatives of saf-
role, and have been used as flavoring
compounds.

(b) Food containing any added saf-
role, oil of sassafras, isosafrole, or
dihydrosafrole, as such, or food con-
taining any safrole, oil of sassafras,
isosafrole, or dihydrosafrole, e.g., sas-
safras bark, which is intended solely or
primarily as a vehicle for imparting
such substances to another food, e.g.,
sassafras tea, is deemed to be adulter-
ated in violation of the act based upon
an order published in the FEDERAL
REGISTER of December 3, 1960 (256 FR
12412).

(¢c) The analytical method used for
detecting safrole, isosafrole and
dihydrosafrole is in the ‘‘Journal of the
Association of Official Analytical
Chemists,”” Volume 54 (Number 4),
pages 900 to 902, July 1971, which is in-
corporated by reference. Copies are
available from the Division of Food
and Color Additives, Center for Food
Safety and Applied Nutrition (HFS-
200), Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740, or available for inspection at
the National Archives and Records Ad-
ministration (NARA). For information
on the availability of this material at
NARA, call 202-741-6030, or go to: http./
www.archives.gov/federal register/
code of federal regulations/
ibr locations.html.

[42 FR 14659, Mar. 15, 1977, as amended at 42
FR 56729, Oct. 28, 1977; 47 FR 11855, Mar. 19,
1982; 54 FR 24900, June 12, 1989]

§189.190 Thiourea.

(a) Thiourea is the chemical
thiocarbamide, CH4N,S. It is a syn-
thetic chemical, is not found in natural
products at levels detectable by the of-
ficial methodology, and has been pro-
posed as an antimycotic for use in dip-
ping citrus.

(b) Food containing any added or de-
tectable level of thiourea is deemed to
be adulterated under the act.

(c) The analytical methods used for
detecting thiourea are in sections
20.115-20.126 of the ‘‘Official Methods of
Analysis of the Association of Official
Analytical Chemists,” 13th Ed. (1980),
which is incorporated by reference.

§189.240

Copies may be obtained from the AOAC
INTERNATIONAL, 481 North Frederick
Ave., suite 500, Gaithersburg, MD 20877,
or may be examined at the National
Archives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call
202-741-6030, or go to: hitp://
www.archives.gov/federal register/

code of federal regulations/

by locations.html.

[42 FR 14659, Mar. 15, 1977, as amended at 49
FR 10114, Mar. 19, 1984; 54 FR 24900, June 12,
1989]

§189.191 Chlorofluorocarbon propel-
lants.

The use of chlorofluorocarbons in
human food as propellants in self-pres-
surized containers is prohibited as pro-
vided by §2.125 of this chapter.

[43 FR 11317, Mar. 17, 1978]

Subpart D—Substances Prohibited
From Indirect Addition to
Human Food Through Food-
Contact Surfaces

SOURCE: 42 FR 14659, Mar. 15, 1977, unless
otherwise noted. Redesignated at 69 FR 42273,
July 14, 2004.

§189.220 Flectol H.

(a) Flectol H is the chemical 1,2-
dihydro-2,2,4-trimethylquinoline, po-
lymerized, C;2H;sN. It is a synthetic
chemical not found in natural prod-
ucts, and has been used as a component
of food packaging adhesives.

(b) Food containing any added or de-
tectable level of this substance is
deemed to be adulterated in violation
of the act based upon an order pub-
lished in the FEDERAL REGISTER of
April 7, 1967 (32 FR 5675).

[42 FR 14659, Mar.15, 1977, as amended at 58
FR 17099, Apr. 1, 1993]

§189.240 Lead solders.

(a) Lead solders are alloys of metals
that include lead and are used in the
construction of metal food cans.

(b) Food packaged in any container
that makes use of lead in can solder is
deemed to be adulterated in violation
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§189.250

of the Federal Food, Drug, and Cos-
metic Act, based upon an order pub-
lished in the FEDERAL REGISTER of
June 27, 1995.

[60 FR 33109, June 27, 1995]

§189.250 Mercaptoimidazoline and 2-
mercaptoimidazoline.

(a) Mercaptoimidazoline and 2-
mercaptoimidazoline both have the
molecular formula C;H¢N,S. They are
synthetic chemicals not found in nat-
ural products and have been used in the
production of rubber articles that may
come into contact with food.

(b) Food containing any added or de-
lectable levels of these substances is
deemed to be adulterated in violation
of the act based upon an order pub-
lished in the FEDERAL REGISTER of No-
vember 30, 1973 (38 FR 33072).

§189.280 4,4-Methylenebis (2-chloro-
analine).
(a) 4,4-Methylenebis (2-

chloroanaline) has the molecular for-
mula, C;3H;;CL,N,. It is a synthetic
chemical not found in natural products
and has been used as a polyurethane
curing agent and as a component of
food packaging adhesives and poly-
urethane resins.

(b) Food containing any added or de-
tectable level of this substance is
deemed to be adulterated in violation
of the act based upon an order pub-
lished in the FEDERAL REGISTER of De-
cember 2, 1969 (34 FR 19073).

§189.300 Hydrogenated 4,4’-isopropyl-
idene-diphenolphosphite ester res-
1mns.

(a) Hydrogenated 4,4’-isopropylidene-
diphenolphosphite ester resins are the
condensation product of 1 mole of
triphenyl phosphite and 1.5 moles of
hydrogenated 4,4'-isopropylidene-
diphenol such that the finished resins
have a molecular weight in the range
of 2,400 to 3,000. They are synthetic
chemicals not found in natural prod-
ucts and have been used as anti-
oxidants and as stabilizers in vinyl
chloride polymer resins when such
polymer resins are used in the manu-
facture of rigid vinyl chloride polymer
bottles.

(b) Food containing any added or de-
tectable levels of these substances is

21 CFR Ch. | (4-1-09 Edition)

deemed to be adulterated and in viola-
tion of the Federal Food, Drug, and
Cosmetic Act, based upon an order pub-
lished in the FEDERAL REGISTER of Sep-
tember 9, 1987 (52 FR 33929).

[54 FR 7188, Feb. 17, 1989]

§189.301 Tin-coated lead foil capsules
for wine bottles.

(a) Tin-coated lead foil is composed
of a lead foil coated on one or both
sides with a thin layer of tin. Tin-coat-
ed lead foil has been used as a capsule
(i.e., as a covering applied over the
cork and neck areas) on wine bottles to
prevent insect infestation, as a barrier
to oxygen, and for decorative purposes.
Information received by the Food and
Drug Administration establishes that
the use of such a capsule on wine bot-
tles may reasonably be expected to re-
sult in lead becoming a component of
the wine.

(b) The capping of any bottles of wine
after February 8, 1996, with a tin-coat-
ed lead foil capsule renders the wine
adulterated and in violation of section
402(a)(2)(C) of the Federal Food, Drug,
and Cosmetic Act because lead from
the capsule, which is an unsafe food ad-
ditive within the meaning of section
409 of the act, may reasonably be ex-
pected to become a component of the
wine.

[61 FR 4820, Feb. 8, 1996]

PART 190—DIETARY SUPPLEMENTS

Subpart A [Reserved]

Subpart B—New Dietary Ingredient
Notification

Sec.
190.6 Requirement for premarket notifica-
tion.

AUTHORITY: Secs. 201(ff), 301, 402, 413, 701 of
the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 321(ff), 331, 342, 350b, 371).

SOURCE: 62 FR 49891, Sept. 23, 1997, unless
otherwise noted.

EDITORIAL NOTE: Nomenclature changes to
part 190 appear at 66 FR 56035, Nov. 6, 2001.

Subpart A [Reserved]
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